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Introduction 

The CORESTA Task Force Genetically Modified Tobacco - Detection 
Methods was officially inaugurated in December 1998 with 23 tobacco industry 
members from 13 countries and with the following mandate (quoted in the 
original wording): 

• Review methods for detecting genetically modified tobacco (including cured 
leaf, tobacco products, plants and seed); 

• Propose principles for sampling procedures. 

With the publication of its Final Report on the CORESTA Bulletin N°3 of 1999, 
the Scientific Commission determined at the January 2000 meeting that theTask 
Force fully accomplished its objectives and took the decision to disband it. At the 
same meeting, the Task Force Coordinator F. Gadani proposed to establish a 
new Task Force in order to perform collaborative laboratory studies in the area of 
GM tobacco analysis. 

Now that extensive knowledge resources and analysis on GMO detection 
methods have been produced and shared with all CORESTA Members through 
the publication of the Final Report, it would appear of benefit if a new Task Force 
could support Members' laboratory efforts aimed at improving the accuracy, 
precision and overall reliability of the most widely used GM tobacco detection 
methods . This would allow Members’ laboratories which are active in this area to 
benchmark their techniques and practices against those of other laboratories 
(both in-house and outside service labs), and jointly select methods of GM 
tobacco detection with acceptable performance characteristics. 

It is proposed that the Task Force be named Task Force Genetically Modified 
Tobacco - Collaborative Study on Detection Methods. 

As outlined in the Final Report, several governmental and international 
organizations or bodies have recently acknowledged the need for proficiency 
testing of GMO analysis methods and of harmonized protocols for method 
validation. Ring trials on GM food crops detection have been recently planned, 
initiated or conducted by the following organizations: 

• European Union (EU) Commission 

• European Committee for Standardization (CEN) 

• French Standardization Association (AFNOR) 

• UK Food Standard Agency (FSA) 

• German Federal Institute for Consumer protection and Veterinary Health 
(BgW) 

• Europe Section of the International Life Sciences Institute (ILSI Europe) 
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• Association of Official Analytical Chemists (AOAC International) 

• USDA Grain Inspection, Packers and Stockyards Administration (GIPSA) 

It is therefore anticipated that the activities of the new Task Force will be in line 
with, and provide support to the increasing interest in laboratory accreditation 
and the compliance with international quality systems such as ISO, and 
standards such as CEN. 

Another critical issue to be addressed by the Task Force is the lack or limited 
availability of certified reference materials (CRMs) for the validation of GMO 
analytical methods. The creation of central repositories with both information on 
GMOs (e.g., sequence data, primers, proteins) and samples (e.g., DNA, proteins, 
antibodies) of traditional and GMO reference materials has been proposed for 
GMO detection in food crops and should be considered in tobacco analysis. 

This working document is for purpose of discussion with the Scientific 
Commission at the May 2000 meeting, and comprises a proposal of charter for 
the new Task Force along with an outline of possible actions to be undertaken by 
Task Force members to achieve its objective. 

Proposed Objective and Strategies for the Task Force 
Genetically Modified Tobacco - Collaborative Study on Detection 
Methods 

Objective 

• Provide selected methods of GM tobacco detection and quantitation for which 
acceptable performance characteristics have been determined through 
independent testing at Task Force Members’ laboratories. 

Strategies 

1. Establish protocols for interlaboratory collaborative studies on qualitative and 
quantitative PCR-based analysis of GM tobacco according to internationally 
recognized procedures. 

2. Organize the production of adequate reference materials to be used for the 
verification of method performance. 

3. Organize and conduct the collaborative studies for method assessment and 
validation purposes and provide recommendations to the Scientific 
Commission in the form of a Collaborative Study Report featuring selected 
methods. 

The Task Force will operate within the Phytopathology Study Group and will 
report to the Scientific Commission through: 

• Task Force Coordinator: F. Gadani 

• Task Force Secretary: M. Ward 

The proposed time frame is three years (see action plan below). 
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Tentative Action Plan of Task Force Activities 

At this time is foreseeable that the collaborative study should be planned in three 
phases over a three-year period: 

• Phase 1 : preparatory activities, formulation of proficiency test and ring trial 
protocols, production of reference materials, task assignment. 

* Phase 2 : proficiency test/ring trial - qualitative/screening method. 

* Phase 3 : proficiency test /ring trial - quantitative method. 

Note: depending on the number of participating Task Force members and their 
access to PCR analytical facilities, a viable alternative to speed up the study 
would be to divide it in different Work Packages (e.g. WP1-DNA extraction; WP2- 
PCR screening method; WP2-real time PCR quantitative method, etc.) that would 
be assigned to specific subgroups of laboratories according to their analytical 
capability and expertise. 

PHASE 1 (3 d and 4 th quarter - year 2000) 

• Survey (June-July 2000). Following the approval by the Scientific Commission 
and the Board, inform past Task Force members of the establishment of the 
new Task Force and conduct survey on: 

• current use of specific GM tobacco detection methods and access to in- 
house and/or outside GMO analytical capability (e.g., access to 
instruments for real time quantitative PCR), and to specific reagents and 
commercial kits (e.g. for DNA extraction): 

• availability of /access to tobacco reference materials (including in the 
different matrices - flue cured, burley, oriental, fire cured, etc.). 

1. Outline of tentative proficiency testinq/rinq trial protocol (Auqust-September 
2QQ0) . Based on the information collected in the survey, the Task Force 
Coordinator and Secretary will propose to the members a tentative outline of 
proficiency testing/ring trial protocol which will cover, in a step-wise fashion 
(also see Note at page 3) both qualitative and quantitative determination with 
regard to the technical components of method validation, e.g. accuracy, 
precision (repeatability and reproducibility), sensitivity, specificity, lower limit 
of detection and quantitation, ruggedness and other relevant parameters. 
Moreover, in order to address possible future pre-normative aspects for 
reference methods (e.g., CEN, ISO), the Task Force members will closely 
monitor method validation studies carried out by European and international 
organizations (see Introduction). A critical issue to be discussed at this time 
will be the availability of appropriate GM tobacco reference materials and the 
selection of matrices (flue cured, burley, etc.). 

2. I 31 Task Force meeting at CORESTA 2000 Congress (Lisbon, October 15-19 
2QQ0). 
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The members should convene before or after the CORESTA 2000 Congress 
to: 

• discuss and agree on 1 st ring trial (e.g. 35S PCR-based screening 
method), its tentative protocol and the reference materials to be used. 

♦ discuss and agree on plan for possible 2 nd ring trial (e.g. real time 
quantitative PCR-based determination of GM tobacco levels), to be 
carried out after completion of the 1 st ring test (or in parallel - see note 
at page 3). 

1. Final protocol of 1 st ring trial (October-December 2000). According to 
decisions taken at the Task Force meeting, the members will finalize and 
agree on the protocol of the 1 st ring trial (e.g. screening method), probably to 
start as a proficiency testing, and produce/make available reference 
material(s). The protocol will include the identification of selected candidate 
PCR primers and reagents, sets of internal controls, amplification cycle 
parameters, guidelines for prevention of DNA contamination, etc. 


PHASE 2 (year 2001) 

1. Ring trial on qualitative detection of GM tobacco (screening method) (year 
2001 ) . 

It is proposed that the Task Force work start with a proficiency testing , whereby 
participants can use any appropriate method of DNA extraction and PCR 
analysis on a given reference material, although primer sequences that 
determine the analytical target will be fixed. Such a ring trial will achieve the goal 
of assessing the performance of the different types of methods currently used at 
Members’ laboratories. It will also address the potential issue that may arise with 
commercial service laboratories contracted by Task Force Members, should they 
not be willing to share their analytical methodology with their competitors. At the 
same time, once successfully completed, the proficiency testing will allow to set 
performance criteria and guidelines that will assist Task Force Members in 
selecting suitable external laboratories for GM tobacco analysis. 

internationally agreed protocols for proficiency testing are available (e.g. 
ISQ/IUPAC/AQAC Protocol , see: The international harmonised protocol for 
proficiency testing of chemical analytical laboratories, J. Pure & Applied 
Chemistry, 1993, 65:2123-2144; The international harmonised protocol for 
proficiency testing of chemical analytical laboratories, J. of AOAC International, 
1993, 76:926-940) and could be used as model for a GM tobacco testing 
scheme. Moreover, detailed operating procedures for the European collaborative 
study on the screening method, including on the preparation of certified reference 
materials can be provided by the European Union (EU) Commission Joint 
Research Center (JRC, Ispra, Italy) (also see: Lipp et al., 1999, IUPAC 
Collaborative trial study of a method to detect genetically modified soy beans and 
maize in dried powder, J. of AOAC International, 82:923-928). 


PM3001337122 


Source: https://www.industrydocuments.ucsf.edu/docs/nyvk0001 



PHASE 3 (year 2002) 

1. Ring trial on quantitative determination of GM tobacco (year 2002) . 

The Task Force will review the available international protocols for proficiency 
testing and method validation, as mentioned above, and select an appropriate 
protocol for the GM tobacco quantitative study. 

At the end of Phase 3, tentatively scheduled for end of 2002, the Task Force will 
produce the deliverable in the form of Collaborative Study Repor t featuring 
selected recommended qualitative and quantitative methods and relative 
performance criteria . The report will be submitted to the Scientific Commission 
for approval and possible publication on the CORESTA Bulletin or an 
international peer-reviewed scientific journal. 

Note: Concerning the intellectual property and legal aspects of the collaborative 
study, it should be reminded that the PCR process is protected under a series of 
patents owned by Hoffmann-La Roche. It will be the responsibility of each Task 
Force member to ensure that only licensed PCR reagents, instruments, kits and 
tests be included in the proposed collaborative study on GM tobacco detection. 
Task Force members will also ensure that laboratory activities inherent to the 
collaborative study and requiring the handling of recombinant DNA samples be in 
compliance with all biosafety regulations in place in the country where the 
laboratory work is carried out. 
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